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not undergone TDM. The study groups were matched in terms of age, disease, duration of drug therapy, and duration of epilepsy clinic attendance. There were 16 men in both groups. The mean age at onset of epilepsy was 21.22 (+/-3.26) years in the TDM group and 21 (+/-3.7) years in the control group.
Study design
This was a retrospective cohort study, which was carried out at the Department of Clinical Pharmacology of the Seth GS Medical College and KEM Hospital in Mumbai, India. The patients were interviewed at the time of the study using a pre-designed questionnaire. They were then asked to report some clinical outcomes referring to the period before TDM (TDM group) and the year before interview (control group). No loss to follow-up was reported.
Analysis of effectiveness
All patients included in the initial study sample were taken into account when estimating the effectiveness. The health outcomes used in the analysis were seizure control, adverse events, proportion of patients earning, and marital status. Each outcome measure was compared twice, that is, between groups, and within the same group between preintervention and interview evaluation. The study groups were shown to have been comparable at baseline with respect to their demographics and disease characteristics (such as duration of treatment and age at epilepsy onset).
Effectiveness results
With respect to seizure control, in the TDM group (25 patients), 23 patients (92%) had uncontrolled epilepsy at the time of TDM referral. At interview, 4 patients (16%) still had uncontrolled epilepsy, 11 (44%) achieved complete seizure control, and 10 (40%) had 50% reduction in seizure frequency. In the control group (25 patients), 25 patients (100%) had uncontrolled epilepsy one year before interview. At interview, 12 patients (48%) still had uncontrolled epilepsy, 2 (8%) achieved complete seizure control, and 11 (44%) had greater than 50% reduction in seizure frequency. The difference in pre-and post-seizure control was statistically significant, (p<0.05), in both study groups.
In the TDM group, adverse events were observed in 28% in the period before TDM referral and in 8% of patients at interview. The corresponding rates in the control group were 0% (pre-interview) and 40% (at interview). Both differences in each study group were statistically significant, (p=0.004).
The proportion of patients earning in the intervention group was 0% before TDM and 76% at interview, (p<0.001). The corresponding percentages for the control group were 12% (one year before interview) and 48% (at interview), (p=0.012).
In terms of marital status, 0% of the patients in the TDM group were married with children before TDM referral, compared with 60% at interview. The corresponding rates in the control group were 0% (pre-interview) and 28% (at interview).
Between-group comparisons showed that the differences in seizure control and adverse effects at interview were statistically significant.
Clinical conclusions
The effectiveness analysis showed that patients in the TDM group improved their seizure control and reduced side effects in comparison with those who did not receive the intervention. The proportion of those earning and married was also greater in the intervention group.
Measure of benefits used in the economic analysis
The benefit measure used in the economic analysis was the number of seizures prevented, which was derived from the effectiveness study.
